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DETAILED ACTION 

1 . Applicants' arguments, filed June 25, 2010, have been fully considered but they 
are not deemed to be fully persuasive. The following rejections and/or objections 
constitute the complete set presently being applied to the instant application. 

Claim Rejections - 35 USC §112- 1 st Paragraph 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claim 22 was rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This new matter and written description rejection 
is MAINTAINED for the reasons of record set forth in the Office Action mailed 
December 28, 2009 and those set forth below. 

Applicant traverses this rejection by specifically pointing to paragraphs 16 and 20 
of the specification and indicate that in the context of the specification as a whole, 
paragraph 16 makes clear that the implant is configured to release the active agent for a 
time period of between 3-6 months, which is why a visit to the eye doctor would only be 
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needed once per 3-6 months. These arguments are unpersuasive. The only place in 
which the 3-6 month time frame is mentioned is paragraph 20 and that time frame is 
mentioned in relation to needed frequency of office visits. The purpose(s) of the office 
visit and the timing of those visits are not disclosed and could be to check on the 
condition of the patient to determine if continued treatment was necessary. In order for 
this to support the time frame, the doctor's visit would have to have been disclosed as 
replacement a drug releasing implant whose drug supply had just been exhausted. 
Without such a linkage between time frame of drug release and the time frame of 
doctor's office visits, the new matter rejection is maintained. 

In regards to the written description rejection, Applicant does not describe what 
configurations of the surface would provide such a time frame of release so the written 
description rejection is also maintained. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

5. Claims 1 1 , 1 5, 1 7, 21 , 22, 30, 31 , 34, 37 and 41 were rejected under 35 
U.S.C. 102(b) as being anticipated by Ness (US 3,828,777). This rejection is 



Application/Control Number: 10/825,047 Page 4 

Art Unit: 1618 

MAINTAINED for the reasons of record set forth in the Office Action mailed December 
28, 2009 and those set forth below. 

Applicant traverses this rejection on the grounds that Ness does not disclose, 
teach or suggest an ocular device that has an implant body the extends from a proximal 
end portion to a distal end portion configured for insertion through the lacrimal 
canaliculus when implanted as recited in claim 1 1 as the body is adapted for insertion 
and retention in the sac of the eye. This argument is unpersuasive. The implant body of 
Ness has both a proximal and distal end. Those are the physical elements which are 
required by the claim. Implantation location is a recitation of intended use for the implant 
and the dimensions and shape of the device are such that is capable of being implanted 
as claimed by Applicant, then it meets the claim. 

Applicant also argues that Ness does not disclose, teach or suggest that the 
entire body of the ocular insert is saturated with active agent as the insert made of a 
microporous material that is permeable to the drug. This argument is unpersuasive. The 
particular embodiment described by the Examiner, shown in figures 4 and 4A, contains 
filled pores (col 8, In 1 9 - 33). In order for the pores to be filled, the microporous 
materials of the insert body, which serves as both the drug reservoir source and rate 
release controlling material, must be saturated with active agent. 

Applicant also argues that claim 22 is rejected as being anticipated but the Office 
Action later states that it would have been obvious to prepare a drug releasing implant 
with a 3-6 month drug release time frame. By the Office Action's own admission, claim 
22 is clearly not anticipated. These arguments are unpersuasive. The Office Action 
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states (p 12, H 3) that Ness does not explicitly describe a prolonged release period of 3 - 
6 months. A rejection under 102/103 as has been made in the instant case for claim 22 
is appropriate when the prior art product seems to identical except that the prior art is 
silent as to an inherent characteristic (MPEP 2112 III). The release period is an inherent 
feature of the implant and as set forth, the structure of the implant, which determines the 
release period, is the same in the instant claims and the prior art. The release time 
frame for a particular implant is an inherent characteristic. Regarding the 103 rejection, 
if the implant as described by Ness did not have such a time frame, it would have been 
obvious to optimize the time frame of release, as set forth on p 1 2, ^ 4 of the December 
28, 2009 Office Action. 

6. Claims 1 1 , 1 5, 1 7, 21 , 22, 29 - 31 , 33, 34 and 37 were rejected under 35 
U.S.C. 102(b) as being anticipated by Freeman (US 3,949,750). This rejection is 
MAINTAINED for the reasons of record set forth in the Office Actions mailed October 
22, 2008, June 9, 2009 and December 28, 2009 and those set forth below. 

Applicant traverses this rejection on the grounds that the active agent of 
Freeman is not necessarily disposed entirely throughout the porous or absorbent 
material of the implant body and not necessarily saturated with an active agent. The 
punctum plug of Freeman may be used as a vehicle for storing and delivering 
ophthalmic medication to the eye as the punctum plug prevents drainage and thus 
systemic absorption of the drug. Delivery of the drug to the canaliculus would result in 
systemic delivery of the drug. In view of the overall teachings of the Freeman, one of 
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ordinary skill would understand that the entire plug body is not and should not be 
saturated with drug in order to prevent such systemic absorption. Inherency cannot be 
established by probabilities or possibilities. These arguments are unpersuasive. An 
embodiment is disclosed by Freeman in which the punctum plug is entirely made of a 
medication-impregnable porous material to store and slowly dispense ophthalmic drugs 
to the eye as they are leached our by the lacrimal fluids (col 5, In 8 - 14). When the 
device is impregnated with drug, the device will be saturated with drug. That other 
embodiments falling outside the claimed invention does not negate the teaching of a 
species that falls within the scope of the claims. Applicants are essentially arguing that 
the statement regarding enhanced therapeutic safety for glaucoma therapy preventing 
drainage and thus systemic absorption is a teaching away from the instantly claimed 
implant but for rejections made under 35 U.S.C. 102, such considerations are not 
germane. It is also noted that delivery of the active agent as recited in the instant claims 
is to one or both of an eye or nasolacrimal system, so delivery to only the eye and not 
the nasolacrimal system is sufficient to meet the delivery location limitation recited in the 
instant claims. 



Claim Rejections - 35 USC § 103 



7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

10. Claims 11, 15, 17, 21, 22, 30, 31, 34, 37 and 41 were rejected under 35 U.S.C. 
103(a) as being unpatentable over Ness (US 3,828,777). This rejection is MAINTAINED 
for the reasons of record set forth in the Office Action mailed December 28, 2009 and 
those set forth herein. 
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Applicants traverse this rejection on the grounds discussed above as not 
teaching all of the elements. As discussed in greater above, Ness does teach all of the 
claimed elements. 

1 1 . Claims 1 1 , 1 4, 1 5, 1 7, 21 , 22, 29 - 31 , 33, 34, 37, 38, 40 - 42 and 44 were 
rejected under 35 U.S.C. 103(a) as being unpatentable over Ness further in view of 
Cohan et al. (US 6,196,993). This rejection is MAINTAINED for the reasons of record 
set forth in the Office Action mailed December 28, 2009 and those set forth herein. 

Applicant traverses this rejection on the grounds that neither reference discloses, 
teaches or suggests the limitations of claims 1 1 or 30. As discussed in greater detail 
above, Ness teaches all of the claimed elements and therefore the limitations of the 
instant claims are met. 

12. Claims 1 1 , 1 4, 1 5, 1 7, 21 , 22, 29 - 31 , 33, 34, and 37 - 44 were rejected under 
35 U.S.C. 103(a) as being unpatentable over Ness and Cohan et al. further in view of 
Robertson (US 2002/0193441 ). This rejection is MAINTAINED for the reasons of record 
set forth in the Office Action mailed December 28, 2009 and those set forth herein. 

Applicants argue that Robertson does not remedy the deficiencies of Ness and 
Cohan discussed above. This argument is unpersuasive. As discussed in greater detail 
above, Ness and Cohan are not deficient so Robertson is not required to cure those 
deficiencies. 
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13. Claims 45 and 46 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ness US (3,828,777) in view of Yanni et al. (WO 00/03705). 

Figure 4 of Ness discloses an ocular insert according to Ness (col 8, In 19 - 33). 
The device is comprised of a body of microporous drug release rate controlling matrix 
material (40) having drug (41) dispersed throughout. Part 41 functions as both the 
reservoir and the release rate controlling mechanism to continuously dispense a 
metered amount of drug to the eye and tissue over a prolonged period of time (col 8, In 
23 - 28). As can be seen in figure 2, the implant body is configured to seat at or near a 
lacrimal punctum when implanted to a distal portion configured for insertion through the 
lactimal punctum into a lacrimal canaliculus when implanted. The drug is a medicine 
and the antibiotics or sulfonamides (col 8, In 56 - 67) read on medication for treatment 
of an eye. 

Ness does not disclose olopatadine as a drug which can be delivered using the 
implant. 

Yanni et al. discloses that 1 1 -(3-dimethylaminopropylidene-6,1 1 - 
dihydrodibenzyl[b,e]oxepin-2-acetic acid, also known as olopatadine, can treat or 
prevent ophthalmic neovascularization and non-allergic inflammatory disorders involving 
cytokine release from human ocular cells by administering an ophthalmic formulation of 
olopatadine (p 3, In 3 - 8). It can be administered to the eye via an implant (p 4, In 9). 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to use the implant of Ness to administer olopatadine. The person 
of ordinary skill in the art would have been motivated to make those modifications and 
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reasonably would have expected success because Yanni et al. discloses that 
olopatadine can be administered to the eye via implant for the treatment of ophthalmic 
neovascularization and non-allergic inflammatory disorders involving cytokine release. 
The materials that make up the implant will provide sustain release of the active agent 
(e.g., olopatadine) to tissue at or near one or both of any eye or a nasolacrimal system. 

14. Claims 1 1 , 15, 16, 21 , 22, 29-31, 33 and 34 were rejected under 35 U.S.C. 
103(a) as being unpatentable over Freeman in view of Bhushan (US 2004/0137068). 
This rejection is MAINTAINED for the reasons of record set forth in the Office Actions 
mailed October 22, 2008, June 9, 2009 and December 28, 2009 and those set forth 
herein. 

Applicant traverses this rejection on the grounds that Bhushan does not remedy 
the deficiencies of Freeman discussed above. This argument is unpersuasive. As 
discussed in greater detail above, Freeman is not deficient so Bhushan is not required 
to cure those deficiencies. 

1 5. Claims 1 1 , 1 5, 1 7, 21 , 22, 29 - 31 , 33, 34, 37, 38, 40 - 42 and 44 were rejected 
under 35 U.S.C. 103(a) as being unpatentable over Freeman further in view of Cohan et 
al. (US 6,196,993). This rejection is MAINTAINED for the reasons of record set forth in 
the Office Actions mailed June 9, 2009 and December 29, 2009 and those set forth 
herein. 
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Applicant traverses this rejection on the grounds that neither reference discloses, 
teaches or suggests the limitations of claims 1 1 or 30. As discussed in greater detail 
above, Freeman teaches all of the claimed elements and therefore the limitations of the 
instant claims are met. 

16. Claims 1 1 , 1 5, 1 7, 21 , 22, 29 - 31 , 33, 34 and 37 - 44 were rejected under 35 
U.S.C. 103(a) as being unpatentable over Freeman and Cohan et al. further in view of 
Robertson et al. (US 2002/0193441 ). This rejection is MAINTAINED for the reasons of 
record set forth in the Office Action mailed December 28, 2009 and those set forth 
herein. 

Applicants argue that Robertson does not remedy the deficiencies of Freeman 
and Cohan discussed above. This argument is unpersuasive. As discussed in greater 
detail above, Freeman and Cohan are not deficient so Robertson is not required to cure 
those deficiencies. 

1 7. Claims 45 and 46 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Freeman (US 3,949,750) in view of Yanni et al. (WO 00/03705). 

Freeman discloses a punctal plug by using the plug as a means to prevent 
drainage of lacrimal fluid from the eye or as a carrier vehicle for storing and delivering 
medication to eye (col 1 , In 8 - 14). The plug is impregnated with or otherwise acts as a 
carrier material for an ophthalmic medication (abstract). As can be seen in figures, 
particularly figures 2A and 2B, the plug can have a head region (part 28 or 28') and a 
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lower portion (part 22 or 22') which is an inner stopper structure as recited in claim 33. 
In certain embodiments, the plugs (part 20 or 20'), or particularly the head portion, can 
be made of a porous material or otherwise configured to store and slowly dispense 
ophthalmic drugs to the eye as they are leached out by the lacrimal fluids (col 5, In 8 - 
14 and claim 4). Thus, Freeman discloses a punctual plug comprised entirely of porous 
material with medication-discharge from an exterior surface portion of the plug body and 
provides a sustained release of the active ingredient from the plug. The implant body 
comprised of porous or absorbent material has the active agent disposed entirely 
throughout. 

Freeman does not disclose olopatadine as an active agent that can be delivered 
using the punctal plug. 

Yanni et a. discloses that 1 1 -(3-dimethylaminopropylidene-6,1 1 - 
dihydrodibenzyl[b,e]oxepin-2-acetic acid, also known as olopatadine, can treat or 
prevent ophthalmic neovascularization and non-allergic inflammatory disorders involving 
cytokine release from human ocular cells by administering an ophthalmic formulation of 
olopatadine (p 3, In 3 - 8). It can be administered to the eye via an implant (p 4, In 9). 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to use the implant of Freeman to administer olopatadine. The 
person of ordinary skill in the art would have been motivated to make those 
modifications and reasonably would have expected success because Yanni et al. 
discloses that olopatadine can be administered to the eye via implant for the treatment 
of ophthalmic neovascularization and non-allergic inflammatory disorders involving 
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cytokine release and would provide prolonged release to the eye from the implant with 
without daily application by the patient. 

Conclusion 

18. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Nissa M Westerberg/ 
Examiner, Art Unit 1618 



